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RECOMBINANT DNA ADVISORY COMMIT'I'EE 
NATIONAL INSTITUTES OF HEALTH 

BUILDING 1, WILSON HALL, 3RD FLOOR 
BETHESDA, MARYLAND 

SEPTEMBER 9-10, 1993 
FINAL AGENDA 1 

SEPTEMBER 9 

Call to Order and Opening Remarks from Chair 

Tab 1645 Federal Register (Page 531) 

Minutes of June 7-8, 1993 • . . 

Tab 1646 June 93 Minutes (Page 540) 

Report on Approved Protocols • • . • . • • • . • . . 

Dr. 

Dr. 
Dr. 

Dr. 

Report on Minor Modifications to NIH-Approved Human Gene 
Transfer Protocols • • . . . . . . . . • 

· . · · 
Walters 

· · · 
Smith 
DeLeon 

· . · · 
Walters 

Tab 1645/X 
1641 

Federal Register 
Table 

(Page 535) Dr. Walters 

Human Gene Therapy Protocol entitled: Phase I Study of 
Transfected Cancer Cells Expressing the Interleukin-2 Gene 
Product in Limited Stage Small-Cell Lung Cancer/Drs. Cassileth, 
Podack, Sridhar, and savaraj •..• 

Tab 1645/IV Federal Register (Page 533) Dr. Miller 

· 

· 

· 

1634 Protocol (Page 159) Dr. Haselkorn 
1648 IBC Approval (Page 600) Dr. Secundy 

IRB Approval (Page 601) 
Miller Comments (Page 602) 
Haselkorn Comments (Page 603) 
Secundy Comments (Page 605) 
Meyers Comments (Page 606) 
Smith Comments (Page 607) 
Laimins Comments (Page 608) 
Cassileth Response (Page 609) 
Revised Informed Consent (Page 612) 

1665A Smith Comments (Page 952) 

(Coffee Break. . . . . . . . . . . . . . . . . . 10:30-10:45) 

Human Gene Therapy Protocol entitledl Retroviral Hediated 
Transfer of the Human Multi-Drug Resistance Gene (HDR-l) into 
Hematopoietic Stem Cells during Autologous Transplantation 
after Intensive Chemotherapy for Breast Cancer 
lOr. O'Shaughnessy •....•.•..• 

Dr. Parkman 

· · 

· · 

· · 

Tab 1645/II 
1632 
1649 

Federal Register 
Protocol 
IRB Approval 

(Page 532) 
(Page 46) 
(Page 616) 
(Page 617) 
(Page 621) 
(Page 623) 
(Page 626) 
(Page 627) 
(Page 628) 
(Page 953) 

Dr. Brinckerhoff 
Mr. Capron 

1665B 

Parkman Comments 
Brinckerhoff Comments 
capron Comments 
Smith Comments 
Meyers Comments 
O'Shaughnessy Response 
Brinckerhoff Comments 

lAll times on this agenda are estimates. The actual time for 
consideration of an item may be earlier or later than indicated. 

· 9:00 a.m. 

· 9:05 a.m. 

· 9:10 a.m. 

9:15 a.m. 

9:30 a.m. 

10:45 a.m. 


